Serial No.: 09/619,899 
Group Art Unit: 1616 

Amendments to the Specification: 

Please amend paragraph numbered [0017] in the specification as follows: 



[0017] There are shown in the drawings certain exemplary embodiments of the present 
invention as presently preferred. It should be understood that the present invention is not limited to 
the embodiments disclosed as examples, and is capable of variation within the spirit and scope of 
the appended claims. 

Figure 1 shows possible application sites in the oral cavity for the inventive dosage unit. 

(I) is the upper lip; (2) is the gingiva; (3) is the hard palate; (4) is the cheek; (5) is the lingual; (6) 
is the sublingual; (7) is the lower lip; 

Figure 2 illustrates one manufacturing process for the dosage unit. (8) is the mixing and 
degassing tank; (9) is the coating slot with thickness controller; (10) is the polyester backing belt; 

(II) is the drying oven with aeration controller; (12) is the intraoral film; (13) is the die cutting 
and (14) is the intraoral unit dose; 

Figure 3 shows examples of packaging and dispensing devices for the intraoral delivery 
system. (15) is a heat sealed single pouch; (16) is a multi-unit blister card; (17) is a multi-unit 
dispensing pack, 17(a) the container snap and 17(b) the lid closure; (18) is a multiunit roll-type 
dispenser cylinder; (19) is a perforated film strip; and (20) is a single dose film; 

Figure 4 demonstrates the disintegration and dissolution time of the intraoral delivery 
system as a function of thickness.— • — is disintegration time and — ° — is dissolving time; 

Figure 5 shows the release profiles of — T — nicotine, — V - oxybutynin, 

-- • -- hydromorphone and - ° — estradiol; and, 

Figure 6 shows the pharmacokinetics in six subjects after administration of a dissolving 
film sildenafil formulation and after administration of the commercial tablet containing the same 
dosage of sildenafil. Sildenafil film - ° — Viagra® - V -. 
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Serial No.: 09/619,899 
Group Art Unit: 1616 

Please amend Table 1 1 of the specification as follows: 



Table 1 1 : A comparison of pharmacokinetic parameters of Sildenafil Sildan e dil film and 
Viagra® film 



Parameters 


Sildanefil 
Sildenafil (S) 
film 


Viagra® (V) film 


Ratio S/V 


Statistical power 


AUC*(99-t) 


365.5 


293.1 


1.247 


0.86 


AUC (infinity) 


378 


310.4 


1.218 


.088 


Cmax 


109.9 


106.8 


1.029 


0.15 


Tmax 


1 


1 


1 


0.08 


Ke 


0.354 


0.285 


1.245 


0.32 


t 


1.992.56 


0.775 


0.775 


0.23 



* Area under the curve 
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